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degree of contamination invites a new risk assessment. As one would predict, the time and effort required vary with the context.  The Bureau's procedures for reviewing food additives, color additives, and residues of animal drugs are more routine than those for evaluating food contaminants, whose occurrence is largely unpredictable. On receipt in the Division of Food and Color Additives, a food-additive petition is evaluated to determine whether it is acceptable for filing. This involves not only review of its formal adequacy, but a preliminary assessment of the toxicologic data to determine whether all potential health effects have been studied.
After official filing of the petition, scientists from the appropriate divisions (ordinarily with the assistance of scientists outside the agency) study the supporting chemical, toxicologic, and exposure data to decide whether the compound is safe. The food-additive law has been construed as requiring, even when the Delaney clause is not applicable, "reasonable certainty" that no consumer will be harmed. No effort is made to evaluate the benefits that an additive might provide, but the Bureau must be satisfied that the additive achieves its intended effects. This exercise usually has two parts:  first, Division of Toxicology scientists determine a no-observed-effect concentration for the additive on the basis of acute, subchronic, and chronic feeding studies in animals; second, applying a so-called safety factor, they determine a permissible extent of use in human food or an acceptable daily intake.  This value is then compared with the estimated daily human exposure based on the manufacturer's proposed use and predicted human consumption of the foods in which the additive is to be used. An acceptable exposure to an additive is one at which human exposure is at or below the acceptable daily intake. Under current law, this intake value cannot be established for a direct food or color additive that is carcinogenic; such a substance may not be approved for use.
The risk assessment function is performed entirely by Bureau scientists. Bureau staff, including the reviewing scientists, may meet with representatives of the petitioner to discuss uncertainties, request additional data, or suggest reduced use. Typically, both the scientific and the regulatory aspects of food-additive petitions are reviewed and resolved at the division level in the Bureau of Foods. On petitions that raise difficult scientific and policy issues or that pose the question of carcinoge-nicity, the divisions generally seek advice or direction